PATENT 

DOCKET NO. CARP-0085 

37 (New) Compositionaccordmg^ 
material has a Mohs hardness value of less than 3. / 



REMARKS 

Status of the Claims 

Upon entiy of the foregoing amendments, daims 1-37 wil. bo pending. C auns 1- 
,4 16-24 26-27,and32-33havebeenamended. Clauns 36 and 37 haw been added. No 

and claims 6-23, 25-32, and 34-35 were objected to. 

ta view of the foregoing an—, and the arguments mat follow, Apphcants 
respectfully request withdrawal of all rejections or objections upon reconsider*™. 

Amendments 

Claims 3, 6-14, 16-18, 20-23, 26-27, and 32 have been amended to resolve 

improper multiple dependency. 

C.aim S l,24,a„d33havebeenamended.oreci,emattt.esecondparUculate 

materialise aMohshardness value of.ess than 6.5. Support for this amendment can be 
f„und, i ^*,mthespecifica.ionasoriginallyfiled,page9,.ines9-15. 

Claims 2, 4-6, and 8-1 1 have been amended to recite a single size, wetght, or 
hardness range previously recited in said claims. 

Claim 19 has been amended to add the language 'the group conststmg of . 

Claims 36 and 37 have been added to recite that the second particulate matenal 
naveaMohs hardness value of less man 4 and 3, respectively. Support for these new 
claims can be found, in,er a tia, in the specification as originally filed, page 9, lures 13-15. 



The Present Invention 

The present invention relates to mixtures of particulate materials compnsmg 
optionaUy a medicament and aerosol compositions comprising these particulate 
materials and propellants. 
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Object 37 MJW ^ 3? „ ^ u5(c) . 

a)1 egedlybeingtaimprop«f°™ te »™ P 6 » ^ ^ 32 have been 

tended to resolve any ^ on ta m ents. 

respectfully request that claims 6-23, 25-32, and 

C,ataSl — ^ AppUcantsrcsp^lly-ersetnisreiec^o, 
Group Limited (WO 96/19968, Glaxo ). PP disclosure m a _. 

^ The standard of anticipation » one of stnct J &e 

- The Office Acton asserts that Glaxo rising , a particulate 

— Glaxostatesthattypical 

sugars to be used are sucrose, 4 , fas 22-24.) 

sugarssuchasmannitolandsorbrtol. ( recitetotfll e second particulate 

Cairns 1-5, 24, and 33, as amended however ' 

soft materials suitable for use as the second p 

Gtao.howeverdoesno.d.scussmejnmpr.o ^ 
sugars.much.essMohVhardnessvaluesjAccordurg.y.mepresen ^ 
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anticipated by Glaxo for at least this reason, and Applicants respectfully request that the 
rejection under 35 U.S.C. §102(b) in view of WO 96/19968 be reconsidered and 

withdrawn. 



Conclusion 

Attached hereto is a marked-up version of the changes made to the clatms by the 
current amendment. The attached page is captioned "Version With Markings To Show 

Changes Made." 

Applicants believe that the foregoing constitutes a full and complete response to 
the Office Action of record. Accordingly, an early and favorable Action is respectfully 
requested. Applicants invite the Examiner to contact the undersigned at 215-568-8352 to 
discuss any issues unresolved by this response. 



Respectfully submitted, 



A 



Date: jl>LuAluL ; 9<)0 




WOODCOCK WASHBURN LLP 
One Liberty Place - 46th Floor 
Philadelphia PA 19103 
Telephone: (21 5) 568-3100 
Facsimile: (215) 568-3439 



Doreen Yatk<^rujillo 

Registration No. 35,719 
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VERSION WITH MARKINGS TO SHOW CHANGES MADE 

In the Claims; 



Claim 1 has been amended as follows: 

1 . (Amended) Aerosol composition comprising a propellant and contained 
therein a first particulate material comprising particles having a median aerodynamic 
diameter within the range 0.05 urn to 1 1 urn and a second particulate material comprising 
particles having a median volume diameter within the range 15 to 200 um T wherein the 
second particulate material has a Mohs hardness v alue of less than 6.5. 



Claim 2 has been amended as follows: 

2. (Amended) Composition according to claim 1 wherein the second 
particulate material has a median volume diameter within the range 20 to 125 um[, 
preferably within the range 25 to 125 urn, more preferably within the range 38 to 125 urn, 
even more preferably within the range 45 to 125 urn and even more preferably within the 
range of 63 to 125 um]. 



Claim 3 has been amended as follows: 

3 . (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the weight ratio of first particulate material to second particulate material 
in the composition lies in the range 1:0.1 to 1:500. 



Claim 4 has been amended as follows: 

4. (Amended) Composition according to claim 3 wherein the weight ratio of 
first particulate material to second particulate material in the composition lies in the range 
1:10 to 1:100[, preferably in the range 1:25 to 1:67]. 



Claim 5 has been amended as follows: 

5. (Amended) Composition according to claim 1 wherein the first 
particulate material has a median aerodynamic diameter within the range 1 to 10 um[, 
preferably within the range 1 to 5 um]. 
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Claim 6 has been amended as follows: 

6. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the second particulate material has a Mohs hardness value of less than 
[6.5, preferably less than] 5[, even more preferably less than 4 and even more preferably 
less than 3]. 

Claim 7 has been amended as follows: 

7. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the second particulate material has a Carr Index value: 

for particles more than 100 urn in size of less than 14%[, preferably less than 
12%, even more preferably less than 10%]; 

for particles [less than] 40 to 100 urn in size of less than 28%[, preferably less 
than 26%, even more preferably less than 24%]; 

for particles [less than] 20 to 40 urn in size of less than 35%[, preferably less than 
33%, even more preferably less than 31%]; and 

for particles less than 20 urn [is] in size of less than 65%[, more preferably less 
than 63%, even more preferably less than 61%]. 

Claim 8 has been amended as follows: 

8. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the solubility of the first particulate material in the propellant is less than 
49.9 wt% with respect to the total weight of the substance present in the composition 
comprising the first particulate material [present, preferably less than 10 wt%, more 
preferably less than 1.0 wt%]. 

Claim 9 has been amended as follows: 

9. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the solubility of the second particulate material in the propellant is less 
than 49.9 wt% with respect to the total weight of the substance present in the composition 
comprising the second particulate material[, preferably less than 10 wt%, more preferably 
less than 1.0 wt%]. 
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Claim 10 has been amended as follows: 

10. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the composition comprises at least 80 wt% and up to 99.999 wt% 
propellant[, more preferably at least 90 wt% and up to 99.9 wt%]. 



Claim 1 1 has been amended as follows: 

1 1 (Amended) Composition according to [any one of the preceding claims] 
claim 10 wherein the composition comprises at least 0.001 wt% and up to 20 wt% of the 
total of the first and second particulate material present[, preferably at least 0.1 wt/o and 
up to 10 wt% of the total of first and second particulate material present]. 



Claim 12 has been amended as follows: 

12. (Amended) Composition according to [any one of the preceding claims] 
claim 1 further comprising a surfactant, flavouring material, buffer, preservative or any 
mixture thereof. 



Claim 1 3 has been amended as follows: 

13. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the propellant is selected from the group consisting of 
chlorofluorocarbons, hydrofluorocarbons, and mixtures thereof. 



Claim 14 has been amended as follows: 

14. (Amended) Composition according to [any one of the preceding claims] 
claim 13 wherein the propellant is selected from the group consisting of 
hydrofluorocarbons and mixtures thereof. 



Claim 16 has been amended as follows: 

1 6 (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the second particulate material is selected from carbohydrates including 
iu^aTsTmono-, di-, tri-, oligo-, and poly-saccharides, and any physiologically acceptable 
derivatives, salts, forms, and solvates thereof, and any mixtures thereof. 
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Claim 17 has been amended as follows: 

1 7. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the [and] second particulate material is selected from amino acids, di-, 
tri-, oligo-, and polypeptides, proteins and any physiologically acceptable derivatives, 
salts, forms and solvates thereof and mixtures thereof. 



Claim 18 has been amended as follows: 

18. (Amended) Composition according to [any one of the preceding claims] 
claim 1 wherein the first particulate material is a medicament. 

Claim 19 has been amended as follows: 

19. (Amended) Composition according to claim 1 8 wherein the medicament 
is selected from the group consisting of salbutamol, salbutamol sulphate, terbutaline, 
terbutaline sulphate, ipratropium bromide or any physiologically acceptable salts or 
solvates thereof; beclomethasone diproprionate, budesonide, triamcinolone acetonide or 
any physiologically acceptable solvates thereof; corticosteroid, bronchodilator; peptides, 
proteins, nucleic acids or derivatives thereof; insulin, calcitonin, growth hormone, 
lutensing hormone releasing hormone, leuprolide, and oxytocin or any physiologically 
acceptable salts or solvates thereof, and [or] any mixture thereof. 

Claim 20 has been amended as follows: 

20. (Amended) Composition according to claim 18 wherein the medicament 

lb SailllClClUl AillftlUaiC, Ul <Uiy 1111AIU1W lliwv^ui wilu any LAiiv^j-ivtmiwAxi uwwiwiii & w wiuuii 

19] one of the group consisting of salbutamol, salbutamol sulphate, terbutaline, 
terbutaline sulphate, ipratropium bromide or any physiologically acceptable salts or 
solvates thereof; beclomethasone diproprionate, budesonide, triamcinolone acetonide or 
any physiologically acceptable solvates thereof; corticosteroid, bronchodilator; peptides, 
proteins, nucleic acids or derivatives thereof; insulin, calcitonin, growth hormone, 
lutensing hormone releasing hormone, leuprolide, and oxytocin or any physiologically 
acceptable salts or solvates thereof, and any mixture thereof . 

Claim 21 has been amended as follows: 
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21. (Amended) Composition according to claim [18 or] 19 wherein the 
medicament is salbutamol sulphate. 

Claim 22 has been amended as follows: 

22. (Amended) Composition according to claim 1 8 wherein the medicament 
is fluticasone propionate, or any mixture thereof with any [medicament according to 
claim 19] one of the group consisting of salbutamol, salbutamol sulphate, terbutaline, 
terbutaline sulphate, ipratropium bromide or any physiologically acceptable salts or 
solvates thereof; beclomethasone diproprionate, budesonide, triamcinolone acetonide or 
any physiologically acceptable solvates thereof; corticosteroid, bronchodilator; peptides, 
proteins, nucleic acids or derivatives thereof; insulin, calcitonin, growth hormone, 
lutensing hormone releasing hormone, leuprolide, and oxytocin or any physiologically 
acceptable salts or solvates thereof, and any mixture thereof . 

Claim 23 has been amended as follows: 

23. (Amended) Composition according to claim 18 [or 19] wherein the 
medicament is beclomethasone dipropionate or a physiologically acceptable solvate 
thereof, or any mixture thereof with any [medicament according to claim 19] one of the 
group consisting of salbutamol, salbutamol sulphate, terbutaline, terbutaline sulphate, 
ipratropium bromide or any physiologically acceptable salts or solvates thereof; 
beclomethasone diproprionate, budesonide, triamcinolone acetonide or any 
physiologically acceptable solvates thereof; corticosteroid, bronchodilator; peptides, 
proteins, nucleic acids or derivatives thereof; insulin, calcitonin, growth hormone, 
lutensing hormone releasing hormone, leuprolide, and oxytocin or any physiologically 
acceptable salts or solvates thereof, and any mixture thereof . 

O A U„„ 1 A~A 

Valium z-t iuu> uccii oiii^nu^u aa iunuwo. 

24. (Amended) Pharmaceutical composition comprising a propellant and 
contained therein a particulate medicament comprising particles having a median 
aerodynamic diameter within the range 0.05 to 1 1 urn and a second particulate material 
comprising particles having a median volume diameter within the range 15 to 200 um 2 
wherein the second particulate material has a Mohs hardness value of less than 6.5 . 

Claim 26 has been amended as follows: 

26. (Amended) A container according to claim [18] 25 wherein the valve 
outlet is a metered dose valve. 
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Claim 27 has been amended as follows: 

27. (Amended) An inhalation device incorporating a container according to 
claim 25 [or claim 26]. 



Claim 32 has been amended as follows: 

32. (Amended) The method according to [any one of claims 29 to] claim 3 1 
wherein the container includes an outlet valve[, preferably a metered dose valve]. 

Claim 33 has been amended as follows: 

33. (Amended) A mixture of first particulate material having a median 
aerodynamic diameter within the range 0.05 to 1 1 urn and a second particulate material 
having a median volume diameter within the range of 15 to 200 urn, wherein the second 
particulate material has a Mohs hardness value of less than 6.5. 



Claim 36 has been added as follows: 

36. (New) Composition according to claim 1 wherein the second particulate 
material has a Mohs hardness value of less than 4. 

Claim 37 has been added as follows: 



37. (New) Composition according to claim 1 wherein the second particulate 
material has a Mohs hardness value of less than 3, 
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